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For: GENETIC INHIBITION BY 
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Commissioner of Patents 

Patent and Trademark Office 
2011 Soutb Claik Place 
Customer Window, Mail Stop Petition 
Crystal Plaza Two, Lobby, Room 1B03 
Arlington, VA 22202 



STATUS REQUEST LETTER REGARDING 
PETITION UNDER 37 C.F.R. § \A*l 
TO REPRINT THE FRONT PAGE OF THE LETTERS PATENT 



This letter is to request the srams of the Petition Under hi C.F.R. § 1.182 to Reprint die Fmni 
Page oniiK Leilas Patent, filed on JMMarx2Z^0(J3 (ccj^ of petition ami *;*uuiated papers are 
attached hereto). According to a telephone conference with a member of the Petitions Branch this 
morning, the petition wa* entered but has not been acted upon. The undersigned requests to he 
cnmadcd by telephone regarding the status of this petition and fiutW requests immediate 
consideration of the petition if it has not yet been considered. 



Respectfully submitted, 



CUSTOMER NO.; 009629 
MORGAN, LEWIS & BOCKIUS LLP 

1111 Pennsylvania Avenue, N.W. 
Washington, D.C. 20004 
Telephone 202-739-3000 
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U.S.ratcntNo. 6,506,559 



IN TMJU UNITED STATES PATENT AND TRADEMARK OFFICE 



In ra Patent of; 



Andrew Z- FIRE etai 



US. Patent No.: 6,506,559 
Application No.: 09/215,^'/ 



PETmON UNDER 37 CKK. § 1-182 
TO REPRINT Ttffi FRONT PAGE 
OF THE LETTERS PATENT 



Filed: December IS, 1998 
Issued; Jaiiuaiy 14, 2003 



Hand-Cany To Office Of Petitions 
Crystal Plaza 4, Room VfJ23 ♦* 



For: GKNti JL lC INHIBITION BY 
DOUBLE STRANDED RNA 



FAX RECEIVED 
'JUL 0 2 2003 



Office of Petitions 

Assistant Commissioner for Patents PETITIONS OFFICE 

Washington, D.C 20231 

Sir: 

This is a Pdilkm '""lei 37 C.RR. § 1,182 to request that the front pas© of the attached 
i)i iginal Letters Patent be corrected and reprinted to include the correct names of Que assignees. 
Accompanying this petition is a second petition requesting thai <tic mles under 37 CFR§3-81(a) 
be waived tn permiL Lhc correct names of the assignees of the above-mentioned patent to be 
provided after issuance. 

On October 22, 200?., Applicant's agent submitted two copies of Issue Pee l'rancminal 
Form PTOT^RS noting the sole assignee as "Cometfe Institute of Washington." This assignee 
designation wo3 erroneous in two respects: 

(1) A second assign lent to "The University of Massachusetts" waa recorded on March 19, 
1999, at Reel/Frame 009*25/0207 (copies of the Notice of RecunlHiiun and assignment 
documents are auached hereto); and 

(2) "Carnegie Institute of Washington" contains an inadvertent error in that the word 
"Institute" should actually be "Institution" (see copies of Notice of Recordation and assignment 
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ATTORNEY DOCKET NO.: 0561005021-01 

latent No.: 6 9 b06,t>t>9 
Petition Under 37 CF,R. § 1.1 82 - Page 2 

attached hereto). Thus, the correct name of the first assignee should be "Carnegie Institution of 
Washington/' and 'The University of Massachusetts 0 should be included on the face of the 
patent as the second assignee. As explained in the attached petition under 37 CFR §1 . 1 83, the 
error was inadvertent and due to high public interest, the Office should reprint the first page, 

par(u*ulnrly ill view n fpw I euler.'s prompt nests in snaking dm rwjueNfed relief. 

According to 37 CFR §1.182, all 3ituation3 not specifically provided tor in the 
regulations will be decided in accordance with the merits of each situation hy or under the 
authority of the Commissioner, The Commissioner therefore has the authority to approve 
reprinting of the first page of the Letters Patent- White Applicant is aware that the original 
Letters Patent is reprinted only under very rare circumstances, as explained in the attached 
Petition under 37 CFR §1 . 1 83, justice requires that the correct assignees be named on the face of 
the patent in the present case. 

The above-mentioned patent covers one of the most important inventions of the year, an 
invention that is jointly owned by Carnegie Institution of Washington and The University of 
Massachusetts. The importance of the invention is emphasized by scveial scientific articles 
submitted herewith and discussed in the accompanying petition under 37 CFR §1.183. Given the 
importance of the invention and the number of readers that will no doubt request a copy of die 
patent, it is only fair that both of the owners of thie important invention are shown on the face of 
the patent Listing the second assignee in a certificate of correction rather than on the face of the 
patent would not serve justice adequately, since the face of the patent would be viewed by 
potential readers much more frequently than a certificate attached to the patent. Failure to 

mntn:l 1.1 its far*: of die paler il ui ieflei;l. 1.1 its names of I with axsigtitseK would 10I1 die second 
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ATTORNEY DOCKET NO.: 056100 5021 01 

Patent No.: 6,506,559 
Petition Undo 37 CJF.R, § - Page 3 

assignee of its due recognition as a co-owner of the invention, an injustice that should not prevail 
solely because the Applicant's agent made an inadvertent error in completing the PTOL-85 form. 

The $130.00 petition fee required by 37 CF.R. § 1.17(h) is being submitted with this 
Petition. The Commissioner is hereby aiuhorized to charge any additional fees, or credit any 
overpayment to Deposit Account 50-0310. 

Respectfully submitted, 

MORGAN, T..F.WTS & BOCKTTJS LLP 

Bonnie- Weiss-McT-fiodi-Ph'.D. 
Reg, No. 43,255 

January 22, 2003 

CUSTOMER NO.: 009629 
MORGAN, LEWIS & BOCKJUS LLP 

1 1 11 Pennsylvania Avenue, N.W. 
Washington, D.C. 20004 
Telephone: 202-739-3000 
Facsimile: 202-739-3001 

Attachments: 

- Petition under 37 CFR §1.183 to Waive the Rules under 37 CFR §3. 8 1(a) 

- Notice of Assignment recordaririri and assi gnm ent for University of Massachusetts 

. - Notice of Assignment recordation and assignment for Carnegie Inst, of Washington 

- Letters Patent 

- Journal article: Science ^ Dec. 2002, Vol. 298, pages 2296-97 

- Journal article: excerpt from The Wall Street Journal. Tuesday, Aug. 6, 2002 

- Journal article: Generic Bn ^nftrrintr'Nfflw«; Dec. 2002, Vol 22(2 1), pages 1> 3, 70 & 80 

- Meeting agenda, Applications of RNA Interference, Feb. 10-1 1, San Diego, CA 



80*d 820099I89£89I0t7l 01 ££. 



£<L dd Wd ZP'Zl C002 30 "IDf 



Attorney Docket No. 056100-5021-01 
• U.S. Patent No. 6,506,559 

IN TKF TTNTTF.n STATES PATENT AND TRADEMARK OFFICE 



In tc Patent of: 

Andrew Z. FIRE etui 

U.S. Patent No,: 6,506,55V 
Application No.: 09/215,257 

Filed: Dra.rtrtiljer 18, 1998 
Issued; January 14, 2003 

For: GENETIC INHIBITION RY 
nOURLF, STRANDED RNA 



PETITION UNDER 37 C.FJL § L1S3 
TO WAIVE THE RUJ.F.S TTNDRR 
37 CFR §3.81(a) 



** HHiul-Cany To Office Of Petitions 
Crystal Plaza 4, Room ** 



Office of Petitions 

Assistant CoaolDifiM finer for Patents 
Washington, D.C. 20231 

Sir: 



This is a Petition under 37 C.F.R. § 1.183 to request thai the requirements of 37 CF.R- § 
3.81(a) be waived to permit the correct names of the assignees of the abuv«-uiKiir.ioiied patent to 
be provided after issuance of the pn l^ni . Accompanying this petition is a second petition 
lequcsting that the front page of the original Letters Patent be reprinted pursuant to 37 CFR. 
§1, 182 to reflect the correct names of The assignees. The uii^iaal Letters Patent is surrendered 
btirttwitli hi facilitate reprinting of the first page. 

On October 22, 2002, Applicant's agent submitted two copies of Issue Fee Transmittal 
Form PTOL-85B noting (lift sole assignee as i4 Camcfiie Institute of Washington/' This assignee 
designation was erroneous in two rcapcots: 

(1) A second assignment to "The University of M^ssaoluisctts" was recorded on March ll», 
1999, at RecWranie 009825/0207 (copies of the Notice of Recordation and assignment 
documents arc attached hereto); and 
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ATTORNEY T)f >v .fCKT NO.: 056100-5021-01 

Patent No.: 6,506,559 
Petition Under 37 C.F.R- § i. 183 - Page 2 

(2) "Carnegie Institute of Washington* 4 contains an inadvertent error in that the word 
"Institute" should actually be "Institution" (sec copies of Notice of Recordation and assignment 
attached hereto). Thus, the correct name of the first assignee shnnld he £< C,ai ne&Ie Institution of 
Waslungton/' and "The University of Massachusetts" should be included on the face of the 
patent as the second assignee. 

The failure to include the correct information pertinent to the assignment held by the 
University of Massachusetts was an inadvertent oversight, as was the misspelling of the assignee 
name thai was induct n1 on ihe Issue Fee Tiaiismittal document, PTOL-85D- The error was 
recognized immediately upon the ITO's homepage posting of U*S. 6,506,559, and this petition 
and the accompanying petition under §1. 182 have been J51«l i m mediately upon receipt of the 
original Letters Patent. 

According to 37 CFR§1.183, in an extraordinary situation, whenjusticc requires, any 
requiremenT of The regulations which is not a requirement of the statutes may be suspended or 
waived by the Commissioner or the Commissioner's designee, or on petition of the interested 
■ party subject to such other requirements as may be impustxl. Tn the present case, justice requires 
that the correct assignees be named on the face of the patent, because the patent covers one of the 
most important inventions of the year, an invention that is jointly owned by CH.nir.gi k Institution 
of Washington and The Univcrsiiy of Massachusetts. We anticipate high public interest in this 
patent and wish to insure that the public is immediately cognizant of the co-ownership of the 
patent. Further, we. wish to avoid public reliance on incomplete assignment information. These 
goals can only be achieved by reprinting the front page of US 6,506,55^ and correcting the 
inlbrmation in the electronic databases that are available to the public . 
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ATTORNSYDdc-KETNO.; 056100-5021-01 

Patent No.: <W0fi,559 
Peliuon Under 37 C.F.R. S 1.183 - Page 3 

To demonstrate the importance of the invention claimed in U-l>> Patent No. 6,506,559, 
attached hereto are several scientific articles demonstrating the (sxcilemrjii <>f Oik biotechnology 
community towards the claimed technology. For in3tanoe, the attached article recently published 
by Science magazine (Vol 298, Dec. 20 7 2002) heralded the technology - which lias been 
dubbed t5 RNA interference" - as the #1 scientific breakthrough of the year 2002. The article 
further notes how the true power of double- stranded RNA in (be inhihiLinn ^fgenc expression 
was not appreciated until the work of Andrew Fire of the Carnegie institution of Washington, 
Craig Mclio of the University of Massachusetts and their colleagues (the inventors uf U.S. 
6,506,559) (see the paragraph bridging columns 1 and 2, page 2296). 

The attached excerpt from the Aug. 6, 2002, edition of The Wall Street Journal also 
discusses how the work of Andrew Fire and Crai^ M«11o (two of the inventors of U.S. Patent 
6,506,559) "set off a flurry of activity, as it dawned on scientist; that if gene-silencing was 
working in plantSj and now in worms, it might be a general phenomenon in all animals." Indeed, 
as summarized in a recent Genetic Engineering News article (Vol 22, Dec. 21, 2002), several 
companies have since been founded solely on the promise of RNA interference therapies (see the 
bottom of col, 1 on page 3), and several other compani™ aie supplying RNA interference 
reagents and kits for using RNA interference to silence gene expression in virtually any cell line 
(3ee first textual column on page SO), The attached copy of the agenda for the conference 
entitled Applications of RN.A. Interference to lakeplace on February 10-11, 2003, in San Diogd 
California, also demonstrates the high quantity of recent activity that has occurred in the area of 
RNAinterfference. 

U.S. Patent No. 6.506,559 is the first issued U.S. patent to cover methods of inhibiting 
gene expression using double stranded RNA. A substantial number of licensees have already 



I I'd 820059 I 89589 t0tM 01 CL 



EL dd Uld Ct?:2T C002 20 mf 



ATTORNEY DOCKET NO,: 056100-5021-01 

Patent No.: 6^06,5^9 
Petition Under 37 CF.R. § 1.183 - Page 5 



The $130.00 petition fee required by 37 CRR. § 1.17(h) is being submitted with thic 
Petition. Applicants have also included payment of $100.00 fur. {.ilai-^infiiit of a certificate of 
correction in the archives as advised by the Petitions Branch, The Commissioner is hereby 
authorized to charge any additional fees, or credit any overpayment, to Deposit Acw.nn.ii 
50-0310. 

Respectfully submitted, 

MORGAN, LEWIS & BOCKIUS LLP 

Weiss Mclxod, PhD. 
Reg. No. 43,255 

January 22, 2003 

CUSTODIER NO.: 009629 
MORftAN, LEWIS & BOCKIUS LLP 

1111 Pennsylvania Avenue, N.W. 
Washington, D.C 20004 
Telephone: 202-739-3000 
Facsimile: 202-739-3001 

Attachments: 

- Petition under 37 CJKR §1.1 82 to Reprint the Front Page of the Letters Parent 

- Nonce of Assignment record h( ion. htii! assignment for University of Massachusetts 

- Notice of Assignment recordation and assignment for Carnegie Inst of Washington 

- Letters Patent 

- Journal article: Science. Dec, 2002, Vol. 298, pages 2296-97 

- Journal article: excerpt from The Wall Street Journal. Tuesday, Ang. fi, 2002 

- Journal article: Gcnclic Eimmrarmfr, News. Dec. 2002, Vol. 22(21), pages 1 ? 3, 70 & 80 

- Meeting, agenda, Applications of RNA Interference, Feb. 10-1 1, San Diego, CA 
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tit) UllltCd StatCS PatCIlt no, Patent No.; US 6,506,559 Bl 

Fire et al. <45> Date of Patent: Man. 14. 2003 



(54) GENETIC INHIBITION BY 
DOT TRT .F-S TR X NDF.D RNA 

(7?> inventor: Andrew F1r*\ RaiTlmrw, MrHtlS): 

Stephen Ro&taw. Chicago. 1L fUSV. 
Mary Montgomery. S(. Paul, MN 
(US); Lisa TJmmous, Lawrence. KS 
<US); SiCKin Xu, Ballwin, MO (US): 
Hlivakl ThUaia, Shizuoka (JF); 
Samuel E. Driver. PiuvkfciiW' Rl 
(IJSi: Craig C. Mdlrt Shrewsbury. MA 
(US) 

(75) Assignee: Coruecpe Institute of Washington* 

Wrahin-ton, DC (US) 

( * ) NoiitC. This patent iwucd on a continued pros- 

tuition jppliLjLkjn filed undci 37 CFR 
l..tt(d), find Is subject m the twenty year 
pale nl trnti provisions of V> I " S C 
15>1<aK2>. 

Subject to any disclaimer* the term of thi^ 
patent 15 extended or udiuiicd under 35 
U.S.C 154<b)by0davs. 

AppL No.; 09/215^57 
(22) Fdcd: Dw. 18, 1998 

Related U«S. Application Data 

(60) Pi-ovisional appliwoon No. 60/069.562, filed oa Dec. 23^ 
1007. 

1) Int. a. 7 - C120 1/68; C12N 15/85 

(5^) \JJS* CL 43>/6: 4^/yi.l: 435/325 

(58) Field of Search ~ „ 514/44: 435/6. 

435/91.1, 325 
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OTHER PUBLICATIONS 

Sharp. 1090. Genes and Development. 13:139 Ml.* 
Cfemens. el al.. May 23, 2000. Prot Natl Acad Scu early 
«1lnon, hirp://www.pnas.urg/tvi/a\;i/10.1073/ 
pnasaiOU<>5<>7/' 

(Lisi continued on next pa^e.) 

Primary E\umtiw— Aodfcw Wan« 
.H.W/jrfl7H Examiner— Karen A Lawurdeie 
\7^J Attorney. A£mi, or f/mt— Morgan. I^ewis & Bockius 
LLP 

(SI) ABSTRACT 

A pmrafig vi provided of introducing an RNA Into a living 
cell to inhibit gene eNpresdOn ot a target gene in that cell. 
The process may be practiced en vivo or in vivo. The RNA 
has a region with doubJc-atrandcd structure. Inhibition is 
iequetiLv-spCCifiv in tliat the nucleotide sequences of the 
rinptax region of Hie RNA and of a portion of the ungci gene 
are identical. Ine pre^^nt invention is riisringii&httl front 
pricr art inteTfereaee in gene expression by antiBCnsc or 
triple-strand methods. 

22 Claims, 5 Drawing Sheets 
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NOVEMBER 29, 1999 

PILLSRTJRY MADisoN & SUTRO LLP 
PAUL N. KOKULIS 
1100 NKW YORK AVENUE, N W 
NINTH FLOOR, EAST TOWER " 
WASHINGTON, D.c. J0005-3918 
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